

Clinical Procedures

(Insert manufacturer name & logo)
Donor Evaluation   DOC71 


donor evaluation

Policy

It is (Insert manufacturer name) policy to ensure that donor evaluation procedures are performed in compliance with the (Insert name of applicable codes/standards) e.g. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products, TGO 88, NPAAC Requirements, Australian Bone Marrow Donor Registry Guidelines and FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration to minimise risk to the donor, therapeutic product and recipient.
Scope

Autologous and allogeneic living donors. 
Responsibilities

Medical practitioners are responsible for obtaining informed donor consent and performing and documenting the donor medical assessment. 

The (Insert manufacturer name) Facility Director or delegate are responsible for to ensuring that:

· consent has been obtained from all donors

· a medical and/or donor assessment has been completed for all donors

· infectious disease screening has been performed as per Infectious Disease Screening.
donor consent 

1. The collection procedure must be explained to the donor in terms the donor can understand and the donor given the opportunity to ask questions.

2. The medical practitioner, or other health care provider familiar with the collection procedure, is to obtain informed consent from the donor and document that it has been obtained.
3. A donor advocate must be available to represent allogeneic donors who are minors or who are mentally incapacitated.

4. In the case of a minor donor, informed consent must be obtained from the donor’s parents or legal guardian.

5. Consent must be documented and available to the collection facility.

6. Completion of donor consent is required as an acceptance criteria for product manufacture (see Receipt). 
donor suitability
1. The medical practitioner is to medically evaluate the donor for potential risks of the collection procedure. 
2. For cellular therapies, a pregnancy assessment must be performed for all female donors with childbearing potential within seven (7) days preceding donor mobilisation, cellular therapy product collection, or initiation of the recipient’s preparative regimen, whichever occurs earliest.
3. All donors of haemopoietic products are to be tested for ABO group and Rh type. For allogeneic haemopoietic products, a red cell antibody screen must be performed on the recipient. 
4. Any issues relating to the safety of the collection procedure must be communicated in writing to the collection facility staff. 
5. For cellular therapy products, if a donor does not meet the Clinical Program collection safety criteria, the transplant physician must document the rationale for his/her selection. 
6. Collection staff must document review of any identified donor safety issues.

DONOR evaluation 

Donors must be evaluated for risk factors for disease transmission by medical and social history, physical examination, examination of other medical records and laboratory testing. 

1. The procedure for laboratory testing is documented in Infectious Disease Screening. 

2. Clinical staff are to perform an assessment of the donor that includes relevant medical history (vaccinations, travel, blood transfusion, past malignant disease) and questions to identify persons of high risk for transmission of communicable diseases, inherited conditions, haematological or immunological diseases.

· For assessments conducted for the Australian Bone Marrow Donor Registry (ABMDR), the ABMDR Donor Questionnaire is used.
· For assessment of other adult donors of allogeneic therapeutic products collected at (Insert institution name), the Donor Questionnaire is used.

· For assessment of paediatric or adolescent donors of allogeneic therapeutic products collected at (Insert institute name), the Donor Health Check or AYA Donor Questionnaire is used (refer to Donor Management).

3. The donor must confirm that all the information provided is true to the best of his/her knowledge.

4. For allogeneic donors, the medical practitioner is to perform a physical examination of the donor to ensure that the donor is in good health, has good venous access (if required) and is fit to donate.

5. Confirmation by the medical practitioner that the medical/donor assessment has been performed is required, as an acceptance criterion, for product manufacture (see Receipt).

6. A copy of the donor assessment must be available to (Insert manufacturer name), if required.

forms

Donor Questionnaire FORM70

Donor Health Check PMH6

AYA Donor Questionnaire PMH18

ABMDR Donor Questionnaire
Documents

Infectious Disease Screening DOC74

Donor Management PMH3

Receipt DOC30

records

Donor assessments are retained in the donor’s medical record. 
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